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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

2. Claim 26 is rejected under 35 U.S.C. 102(b) as being anticipated by Yen et al (U.S. 
Patent No. 4,906,377) as evidenced by Verona et al (U.S. Patent No 5,776,185). 

With regard to Claim 26, Yen et al disclose a PTFE (comprising polytetrafluoroethylene; 
column 3, lines 11-16) which is extruded (column 3, lines 40 - 44) having a polymeric 
component which is incompatible with the PTFE in the form of a liquid (an oligomer, therefore a 
liquid, which is phase separated, therefore comprising discrete domains which are incompatible; 
column 4, lines 14-15) which is extractable therefrom to create pores in the resin (the solvent 
of the oligomer is extracted and the resulting polymer is microporous; column 2, lines 41 - 45). 
Yen et al do not disclose a node and fibril structure or expansion, and a non - expanded tube 
having PTFE resin having no node and fibril structure is therefore disclosed by Yen et al. 
Yen et al disclose pores which have a diameter of 5 microns (column 4, lines 14-16) and 
therefore permit tissue ingrowth. Yen et al do not disclose an extrudate which permits tissue 
growth upon implantation, but Verona et al disclose that PTFE is biocompatible (column 4, lines 
25 - 27); the property of permitting tissue growth upon implantation is therefore inherent to Yen 
et al. 
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Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

4. Claims 1 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable over Cabasso 
et al (U.S. Patent No. 4,951,381) in view of Yen et al (U.S. Patent No. 4,906,377). 

With regard to Claim 1, Cabasso et al disclose a medical device (used for slow release of 
drugs; column 6, lines 7-8) PTFE (column 5, line 1 1) which is implantable (biodegradable; 
column 6, lines 9-10) and comprises a PTFE matrix (polytetrafluoroethylene; column 5, lines 5 
-11) having therein a polymeric material (water soluble polymer; column 4, lines 59 - 60) 
which is extractable upon exposure to dissolving medium to create pores in the matrix (removal 
of the components yields a beehive morphology comprising holes which are pores; column 5, 
lines 60 - 68; column 6, lines 1-4) and therefore form discrete domains; the pores have a 
diameter of 10 micrometers (column 6, lines 7-10) and therefore permit tissue growth upon 
implantation; the extractable polymeric material disclosed by Cabasso et al is enveloped by a 
crosslinked polymer shell (column 5, lines 60 - 68) and Cabasso et al therefore disclose an 
interpenetrating network comprising PTFE. Cabasso et al do not disclose a PTFE matrix having 
a node and fibril structure and do not disclose expansion, and Cabasso et al therefore disclose a 
non expanded PTFE matrix having no node and fibril structure. The device is a membrane 
(column 3, lines 54 - 55) and which is made by casting from a solvent (column 2, lines 54 - 58) 
Cabasso et al fail to disclose a matrix which is extruded into a tube. 
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Yen et al teach the extrusion of polytetrafluoroethylene (column 3, lines 10-15 and lines 
43 - 45) combination with casting from a solvent (a melt blend of the polymer and solvent is 
extruded; column 3, lines 33 - 39) and formation of a tube (rolled onto a core; column 4, lines 12 
- 14) in the making of a membrane (column 4, line 37) for the purpose of making a membrane 
which is suitable for storage (column 4, lines 12 - 14). One of ordinary skill in the art would 
therefore have recognized the advantage of providing for the extrusion into a tube of Yen et al in 
Cabasso et al, which comprises polytetrafluoroethylene, depending on the desired sutiability for 
storage of the end product. 

It therefore would have been obvious for one of ordinary skill in the art at the time 
Applicant's invention was made to have provided for a matrix which is extruded into a tube in 
Cabasso et al in order to obtain a membrane which is suitable for storage as taught by Yen et al. 

With regard to Claim 21, the polymeric material disclosed by Cabasso et al comprising 
silicone (polyamino methylsiloxane; column 4, lines 60 - 62). 

5. Claims 2 - 3, 22 and 24 - 25 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Cabasso et al (U.S. Patent No. 4,951,381) in view of Yen et al (U.S. Patent No. 4,906,377) 
and further in view of Chuter (U.S. Patent No. 6,293,969) 

Cabasso et al and Yen et al disclose a medical device comprising a PTFE membrane 
comprising extractable polymeric material as discussed above. With regard to Claim 2, Cabasso 
et al and Yen et al fail to disclose a radially distensible stent positioned axially about the tubular 
extrudate. 
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Chuter teaches a PTFE membrane (PTFE membrane material; column 2, lines 49- 53) 
comprised in first and second stents (first and second stent graft components; column 2, lines 45 
- 47) with one stent positioned about the other stent (the stent components are at different levels, 
one below the other; column 2, lines 28 - 29) for the purpose of obtaining a stent which is 
biologically inert (column 2, lines 49 - 53). One of ordinary skill in the art would therefore have 
recognized the advantage of providing for the stent of Chuter in Cabasso et al and Yen et al, 
which a PTFE membrane, depending on the desired inertness of the end product. 

It therefore would have been obvious for one of ordinary skill in the art at the time 
Applicant's invention was made to have provided for a stent, therefore radially distensible, 
positioned axially about the tubular extrudate in Cabasso et al and Yen et al in order to obtain a 
stent which is biologically inert as taught by Chuter. 

With regard to Claim 3, the stent disclosed by Chuter is a vascular graft (stent - graft for 
an artery; column 1, lines 39 - 45). 

With regard to Claim 22, the extractable material disclosed by Cabasso et al is particulate 
(droplets; column 4, lines 50 - 55) and having a particle size of 5 microns (0. 1 - 3000 
micrometers; column 2, lines 58 - 59). 

With regard to Claim 24, Cabasso et al and Yen et al do not disclose a component other 
than the PTFE and extractable polymeric material; Cabasso et al and Yen et al therefore disclose 
a device consisting essentially of a PTFE resin and a polymeric component. 

With regard to Claim 25, the extractable polymeric material disclosed by Cabasso et al 
and Yen et al comprises polyvinyl alcohol (column 4, lines 63 - 64). 
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6. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Marc A Patterson whose telephone number is 571-272-1497. 
The examiner can normally be reached on Mon - Fri 8:30 AM - 5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Harold Pyon can be reached on 571-272-1498. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Marc A. Patterson, PhD. 

Examiner 

Art Unit 1772 



